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SUMMARY:, The Food and Drug Administrati,on (FDA) is amending the animal j , * 1. _j , ,.,? , ,_._ 

drug regulations to reflect approval of a supplemental abbre.viated new animal .,” -c. I we * I. xx.. :A ,ABI ,.*va .“A% *~‘,ii ,*. . ,r-,r* “./ , _,, , ” ,I, x _” ., 

drug application (ANADA) filed by Boehringer Ingelheim Vetmedica, Inc. The 

supplemental ANADA provides for the administration of an oxytetracycline I .,? .--j.- .“; ,.( .+idt-, 

injectable solution to lactating dairy cattle. 

DATES: This rule is effective [insert date of publication in the Federal ]FCegister]. 

FOR FURTHE.R INFGRMATION ,cqy~$C’l$ Julia W. Punderson, Center for Veterinary “l-a_ . ,.*,.*.. _s ” ., /_ ,. 

Medicine (HPV-l33), Food and Drug Administration, 7500 Standish Pl., 

Rockville, MD 20855, 301-827-7570, e-mail: jpunder?.@cvm&la.gov. 

SUPPLEMENTARY lNF$lRhliATlON: Boehringer Ingelheim Vetmedica, Inc., 2621 ,~ . ..il. , : ‘. _” .“.(: -4’ ‘p;.*s’,. .a,,q, 

North Belt Hwy., St. Joseph, MO 64506-2002, fil,ed a supplement to approved 

ANADA 200~008 that provides for the use of RICMYCIN,2,QO (oxytetracycline ‘I/*. ,_ >, 

injection) and OXY-TRT 2O(l:,(oxytetracycline injection) as treatments for 

various bacterial diseases in cattle and swine. The supplemental ANADA , “: hl j*... -Ed.“/ ,“X~ ,,._ _( .,.;,&#$ “& &,j; ,& &, ‘ .>;;;v e- :%L: ;.3:t”-‘..- “Tz; ,_, _1 . ;,),., __,/, a-,. as.. ,_/. ,.” ̂ ._ .‘_m. -; * ‘. . ,. “i. _,, >,j’j -a’.- “) .> 

provides for the .ad-ministration of these oxytetracycline injectable solutions to , . . , v, *i-*,=x svaz ,* ? -: .s,*, 3” ;.nl’* _ 

lactating dairy cattle. The supplemental application is, approved as of 

September 3, 200% ad the regulations are anle@$! hc .21.~~~..52~:16~q!~~ ;, ,, , / 
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FK 



2 

reflect the approval. The basis of approval is discussed in the freedom of w.. .I. x ,... 1*11*1 >^‘.*%,(i;i;J b *u$.*:*~~~;::,~*. “2 1 , ,,A”<( -ii , ,; _, ,, ._ , 

information .suvq-wy. 

In accordance with the freedom of information provisions of Sl.CFR part .: e:> >,* *‘: I,,*Z -’ y*,- .) $.‘> ;:- *~@.ypx”~~>r’lr;~ f-s , 

20 and 51$.1>(e)(2)( ii a summary of safety and effectivene‘ss data,.and .,__ ,_ ,, ), 

information submitt,ed to support approval of this application may be seen in .._” ,, 

the Dockets Management Branch (HFA-305), Food and Drug Administmtion, 

5630 Fishers I.+ne, rm. 1061, Rockville, MD 20852, between 9 a.m. ar&Lp.m., 

Monday through Friday. 

The agency has determined un&?;,2\. C~.&~A~y,?~(a)(l) that this action iS *a / “^” . .* _.“,,,i . . .^ ._,. ,. 

of a type that does not individually or cumulatively have a significant effect 

on the human ,environment. T,herefore, neither an environmenta! assessment ” ,>~J :e: SW” ,t”j ;.>~>,ii:*~.:,‘*~.i I\ ̂” _; il (, a, _ * P -B . ,_“%-% ._w._ . .._ _,., ,...-,*.A “I:, :-s*l!.P*~:*. ir _^ \*p _. /,), I~ “$ ‘?? ,*_ i; _,” ,, * \ ,_ ./ .’ ,:^ I _ 

nor an environment,a! impact statement, is required. 

This rule, does not meet the definition of “rule” in 5 USC. 804(3)(A) ” LV --, .ji + I, ̂ . ‘ix ‘9 iia*w I;r%~~s il”!,ii .i~b.l-.:*,. -*, $&@&.,, ++.& q@:~*+~,~~&?~‘:g ;~I::~~~~Ar~~~‘~~E & *r .~~~~#y‘*~~,~~!.;.:’ -r .:I‘ ..c I:::, ,, :_ i _ ‘~~ : ” ” L L, : 

because it is a rule of,“particular applicability.” Therefore, it is not subject 

to the congressional r.eview~,requirements in 5 U.&C. 30~-3.Q5t.. , _ 

Animal drugs. 

Therefore; under the Fe.d,er,aJ. Ro‘o.6 Drug, an.d Cosmetic . Act and under - _ _.a- _.,.,, “,._. .,.. ,&< ,.)_..L. /_._ i I /Lb _ _^ 

authority delegated to the Commissloner~~~.F~~~.~,.~~d,.~rugs and redelegated _,-a ), / ., 

to the Center for Vetermary Medicine, 21 CFR part 522 is amended,,as:follgws~. 

1. The authority citation for 21 CFR part 52 .cont$Y??. to r??C! .~%~!$!%??!~T 

Authority:21 U.S.C.36pb,. . _ ,,_, ,_, . s, . 



5 522.1660 [Amended] 

2. Section 522.1660 Oxytetracycline injection is ‘amended.@ paragraph x _. li , 

(d)WW) by removing in the eighth sentence ‘:,$XlQJ 
s 

the ninth s.enteq,ce “Fpr,~pons~ and .adding in its 

000010,". 

Dated: 

Steven D. Vaughn, 06 &=x3 

Director, 
Office of New Ani%a,J Drug Evaluation, . . *_'*.. 
Center for Veterinary Medicirk. ' 
[FR Dot. 0%?‘???? Filed ??-??-02; 8:45 an11 
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